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DETAILED ACTION 

CONTINUED EXAMINATION UNDER 37 CFR 1.114 AFTER FINAL REJECTION 

1 . A request for continued examination under 37 CFR 1.114, including the fee set 
forth in 37 CFR 1.17(e), was filed in this application after final rejection. Since this 
application is eligible for continued examination under 37 CFR 1.114, and the fee set 
forth in 37 CFR 1 .17(e) has been timely paid, the finality of the previous Office action 
has been withdrawn pursuant to 37 CFR 1.114. Applicant's submission filed on 
03/20/06 has been entered. 

ACKNOWLEDGMENT OF AMENDMENT, REMARKS AND THE STATUS OF THE 
CLAIMS 

2. The amendment and remarks filed 03/20/06 are acknowledged, entered and 
considered. Claims 1 and 27 have been amended and claims 115 and 116 have been 
added. Claims 1 -7, 9, 1 0, 1 8-58, 60, 68-86, 88-1 1 3, 1 1 5 and 1 1 6 are now pending in 
the application of which claims 42-58, 60, 68-86 and 88-113 were withdrawn previously 
as non-elected invention. 

ALLOWABLE PRODUCT, REJOINDER OF ALL PREVIOUSLY WITHDRAWN 
PROCESS CLAIMS 

3. Claims 1-7, 9, 10, 18-41 ,115 and 1 16 are directed to an allowable product. 
Pursuant to the procedures set forth in MPEP § 821.04(B), claims 42-58, 60, 68-86 and 
88-1 13 are, directed to the process of making or using an allowable product, previously 



Application/Control Number: 10/082,443 Page 3 

Art Unit: 1 654 

withdrawn from consideration as a result of a restriction requirement, are hereby 
rejoined and fully examined for patentability under 37 CFR 1.104. 

Because all claims previously withdrawn from consideration under 37 CFR 1.142 
have been rejoined, the restriction requirement as set forth in the Office action mailed 
on 6/8/04 and 12/22/05 are hereby withdrawn. In view of the withdrawal of the restriction 
requirement as to the rejoined inventions, applicant(s) are advised that if any claims 
including all the limitations of an allowable product claim or rejoined process claim are 
presented in a continuation or divisional application, such claims may be subject to 
provisional statutory and/or nonstatutory double patenting rejections over the claims of 
the instant application. Once the restriction requirement is withdrawn, the provisions of 
35U.S.C. 121 are no longer applicable. See In re Ziegler, 443 F.2d 1211, 1215, 170 
USPQ 129, 131-32 (CCPA 1971). See also MPEP § 804.01. 

EXAMINER'S AMENDMENT 

4. An examiner's amendment to the record appears below. Should the changes 
and/or additions be unacceptable to applicant, an amendment may be filed as provided 
by 37 CFR 1.312. To ensure consideration of such an amendment, it MUST be 
submitted no later than the payment of the issue fee. 

5. Authorization for this examiner's amendment was given in a telephone interview 
with Kimberly A. Bolin on 05/1 1/06. 
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In the claims: 

Amend claims 1-5, 18-25, 27, 28, 30, 31, 34-38, 42, 54-56, 68-73, 76, 89, 102 
and 106-111 as follows: 

Claim 1 : A composition for the treatment of post-surgical articular or incisional 
pain or discomfort consisting essentially of an aqueous dispersion of insoluble non- 
crosslinked type I fibrillar atelopeptide collagen and a pharmac e ut i ca l agent wh i ch i s an 
anesthetic; wherein the composition is formulated to release an effective amount of the 
pharmacoutica l ag e nt anesthetic from the collagen for at least 48 hours, wherein the 
collagen and pharmacoutical agont the anesthetic are in a ratio of from about 0.5:1 to 
about 10:1, co ll ag e n: pharmaceutica l ag e nt and wherein the melting temperature of the 
composition is from about 42 °C to about 46 °C. 

Claim 2: The composition of claim 1 , wherein the pharmac e ut i cal ag e nt 
anesthetic is soluble in the dispersion . 

Claim 3: The composition of claim 1 , wherein the composition is formulated to 
release an effective amount of the pharmac e ut i ca l ag e nt anesthetic from the collagen 
for at least 72 hours. 

Claim 4: The composition of claim 1, wherein the collagen and pharmac e utical 
agent the anesthetic are in a ratio of from about 1:1 to about 5:1 
Go ll agon:pharmaoout i cal agent . 
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Claim 5: The composition of claim 4, wherein the collagen and pharmaceutical 
agont the anesthetic are in a ratio of from about 1 :1 co ll agon:pharmacout i ca l agont . 

Claim 18: The composition of claim 1, wherein the collagen i s at a concentration 
of is from about 3 mg/ml to about 100 mg/mL 

Claim 19: The composition of claim 18, wherein the collagen is at a concentration 
of is from about 65 mg/ml. 

Claim 20: The composition of claim 18, wherein the collagen i s at a concentration 
of is from about 16 mg/ml to about 28 mg/ml. 

Claim 21 : The composition of claim 1 , wherein the pharmacout i cal agont 
anesthetic is at a concentration ef is about 4-30 mg/ml. 

Claim 22: The composition of claim 21 , wherein the pharmacout i ca l agont 
anesthetic i s at a concentration ef is from about 4 mg/ml to about 10 mg/ml. 



Claim 23: The composition of claim 1, wherein a total amount of pharmacoutica l 
ag e nt anesthetic released is from about 5 mg to 1 g. 
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Claim 24: The composition of claim 1 , wherein the effective amount of 
pharmacoutica l ag e nt anesthetic released is from about 2-1 5 mg per day. 

Claim 25: The composition of claim 24, wherein the effective amount of 
pharmacout i ca l agont anesthetic released is about 10 mg per day. 

Claim 27: A composition for the treatment of post-surgical articular or incisional 
pain or discomfort consisting essentially of an aqueous dispersion of insoluble non- 
crosslinked type I fibrillar atelopeptide collagen and bupivacaine; wherein the 
composition is formulated to release an effective amount of the bupivacaine from the 
collagen for at least 48 hours, wherein the collagen and bupivacaine are in a ratio of 
from about 0.5:1 to about 10:1 , co ll agen: bupivaca i ne and wherein the melting 
temperature of the composition is from about 42 °C to about 46 °C. 

Claim 28: The composition of claim 27, wherein the bupivacaine is soluble in the 
dispersion . 

Claim 30: The composition of claim 27, wherein the collagen and bupivacaine are 
in a ratio of from about 1:1 to about 5:1 col l agen:bup i vacain e. 

Claim 31: The composition of claim 30, wherein the collagen and bupivacaine are 
in a ratio of from about 3.1 to about 4.7:1. 
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Claim 34: The composition of claim 27, wherein the collagen is at a concentration 
of is from about 10 mg/ml to about 100 mg/ml. 

Claim 35: The composition of claim 34, wherein the collagen is at a concentration 
ef is about 65 mg/ml. 

Claim 36: The composition of claim 34, wherein the collagen is at a concentration 
ef is from about 16 mg/ml to about 28 mg/ml. 

Claim 37: The composition of claim 27, wherein the bupivacaine concentration of 
is about 4-30 mg/ml. 

Claim 38: The composition of claim 37, wherein the bupivacaine concentration ef 
is from about 4 mg/ml to about 10 mg/ml. 

Claim 42: A method for the treatment of post-surgical pain or discomfort in a 
joint(s) comprising the step of intra-articularly administering to a joint(s) in a patent a 
composition consisting essentially of an aqueous dispersion of insoluble non- 
crosslinked type I fibrillar atelopeptide collagen and a pharmac e ut i ca l agont wh i ch i s an 
anesthetic; wherein the composition is formulated to release an effective amount of the 
pharmacoutical agont anesthetic from the collagen for at least 48 hours, wherein the 
collagen and pharmacout i ca l agont the anesthetic are in a ratio of from about 0.5:1 to 
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about 10:1, co ll agon:pharmacout i cal ag e nt wherein the melting temperature of the 
composition is from about 42 °C to about 46 °C, and wherein the composition is 
administered before, during or after a surgical procedure. 

Claim 54: The method of claim 42 53, wherein the condition is not a degenerative 
articular process. 

Claim 55: The method of claim 42, wherein the composition is formulated to 
release an effective amount of the pharmacoutical ag e nt anesthetic from the collagen 
for at least 72 hours. 

Claim 56: The method of claim 42, wherein the collagen and pharmac e ut i ca l 
ag e nt the anesthetic are in a ratio of from about 1:1 to about 5:1 
col l ag e n:pharmac e utica l ag e nt . 

Claim 68: The method of claim 42, wherein the collagen is at a concentration ef 
is from about 3 mg/ml to about 100 mg/ml. 

Claim 69: The method of claim 42, wherein the pharmacoutica l agent anesthetic 
i s at a concentration of is about 4-30 mg/ml. 
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Claim 70: The method of claim 69, wherein the pharmaooutica l agont anesthetic 
i s at a concentration ef is from about 4 mg/ml to about 10 mg/ml. 

Claim 71: The method of claim 42, wherein a total amount of pharmac e ut i cal 
a gont anesthetic released is from about 5 mg to 1 g. 

Claim 72: The method of claim 42, wherein the effective amount of 
pharmacout i ca l ag e nt anesthetic released is from about 2-15 mg per day. 

Claim 73: The method of claim 72, wherein the effective amount of 
pharmacoutica l ag e nt anesthetic released is about 10 mg per day. 

Claim 76: A method for the treatment of post-surgical pain or discomfort 
associated with one or more incisions comprising the step administering to a patient's 
incision(s) a composition consisting essentially of an aqueous dispersion of insoluble 
non-crosslinked type I fibrillar atelopeptide collagen and a pharmac e ut i ca l ag e nt wh i ch 
is an anesthetic; wherein the composition is formulated to release an effective amount 
of the pharmaceutical agont anesthetic from the collagen for at least 48 hours, wherein 
the collagen and pharmacout i cal ag e nt the anesthetic are in a ratio of from about 0.5:1 
to about 10:1, col l agon:pharmaceutica l agont wherein the melting temperature of the 
composition is from about 42 °C to about 46 °C, and wherein the composition is 
administered before, during or after a surgical procedure. 



Application/Control Number: 10/082,443 Page 10 

Art Unit: 1654 

Claim 89: A method for the treatment of post-surgical pain or discomfort in a 
joint(s) comprising the step of intra-articularly administering to a joint(s) in a patient a 
composition consisting essentially of an aqueous dispersion of insoluble non- 
crosslinked type I fibrillar atelopeptide collagen and bupivacaine, wherein the 
composition is formulated to release an effective amount of the bupivacaine from the 
collagen for at least 48 hours, wherein the collagen and bupivacaine are in a ratio of 
from about 0.5:1 to about 10:1 , col l agon:bup i vacaino wherein the melting temperature 
of the composition is from about 42 °C to about 46 °C, and wherein the composition is 
administered before, during or after a surgical procedure. 

Claim 102: The method of claim 89, wherein the collagen and bupivacaine are in 
a ratio of from about 1:1 to about 5:1 co ll ag e n:pharmac e utica l agent . 

Claim 106: The method of claim 89, wherein the collagen i s at a concentration of 
is from about 3 mg/ml to about 1 00 mg/ml. 

Claim 107: The method of claim 89, wherein the bupivacaine concentration ef is 
about 4-30 mg/ml. 

Claim 108: The method of claim 107, wherein the bupivacaine concentration ef is 
from about 4 mg/ml to about 10 mg/ml. 
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Claim 109: The method of claim 89, wherein a total amount of bupivacaine 
released is from about 5 mg to 1 g. 

Claim 110: The method of claim 89, wherein the effective amount of bupivacaine 
released is from about 2-15 mg per day. 

Claim 111: The method of claim 89, wherein the effective amount of bupivacaine 
released is about 1 0 mg per day. 

REASONS FOR ALLOWANCE 

6. The following is an examiner's statement of reasons for allowance: None of the 
prior art of record either singularly or in combination teach or suggest compositions and 
methods for using the claimed compositions for the treatment of post-surgical articular 
or incisional pain or discomfort consisting essentially of an aqueous dispersion of 
insoluble non-crosslinked type I fibrillar atelopeptide collagen and an anesthetic; 
wherein the composition is formulated to release an effective amount of the anesthetic 
from the collagen for at least 48 hours, wherein the collagen and the anesthetic are in a 
ratio of from about 0.5:1 to about 10:1, and wherein the melting temperature of the 
composition is from about 42 °C to about 46 °C in the manner claimed in claims 1-7, 9, 
1 0, 1 8-58, 60, 68-86, 88-1 1 3, 1 1 5 and 1 1 6. 
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Any comments considered necessary by applicant must be submitted no later 
than the payment of the issue fee and, to avoid processing delays, should preferably 
accompany the issue fee. Such submissions should be clearly labeled "Comments on 
Statement of Reasons for Allowance." 



CONCLUSION AND FUTURE CORRESPONDENCE 

7. Claims 1-7, 9, 10, 18-58, 60, 68-86, 88-113, 115 and 116 are allowed. 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Abdel A. Mohamed whose telephone number is (571) 
272 0955. The examiner can normally be reached on First Friday off. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Tsang Cecilia can be reached on (571) 272 0562. The fax phone number 
for the organization where this application or proceeding is assigned is 571-273-8300. 

Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic /~\ 
Business Center (EBC) at 866-217-9197 (toll-free). 

Mohamed/AAM 
May 12, 2006 




/ / JON WEBER 
VsdPERVISORY PATENT EXAMINER 



